
DON L WOLFE, MA, CCC-A, FAAA ROMAN THEISEN, BC-JXIS 
WA Lid Certified Audiobgist WA Lit. # 666 

October 23,200O 

Honorabfe DonWl‘ Shafata 
Secretary of Heafth and Human Services 
200 Independence Avenue, SW 
Room 61!5F 
Washington, DC 20201 

Dear Secretary Shafala, 

As a small business owner and hearing health care provider, I am wrfting regardfng proposed 
regulations affecting hearing Instruments. 

X am very concerned with reports whfch the Food and Drug Administratfon has sent to you 
regarding the revisfon of current regulatfons governing the dfspensfng of hearing 
instruments in this country. Said proposal would dramatfcalfy increase the cost of hearing 
heafth care servfces and restrict access to hearing health care provfders. Please stop and 
carefuffy consfder the impact thfs proposed rule wiff have nn the nation’s hearing impaired 
and on smaif busfness hearing instrument specfalfsts everywhere. In partfcufar, please 
shsure that any proposed rule meets the obligations of the Smafl Business Regulatory 
Enforcement Fairness Act. 

Hearing fmpairment Is a major health care concern. Ptease don’t let the FDA put forth thefr 
proposed rule that would Impede access to needed hearing health care servfces for miliions 
of Americans. 
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INALHEARINGHEALTH CARE 
N. PINES, SUITE 101 

‘MANE, WA 99206 

Honorable Donna Sba1al.a 
,?ecretary of Health and Human Services 
200 Independence Avenue SW 
Room 615b 
Washington, DC 20201 
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